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MINISTRY OF HEALTH AND FAMILY PLANNING 
(Department of Health) 
NOTIFICATIONS 


New Delhit the 11 [h December 1975 

G, S. ft. 21(F)-—The following draft of certain rules further to amend the Drugs 
and Cosmetics Rules, 1945 which the Central Government proposes to make, after con- 
imitation with the Drugs Technical Advisory Board, in exercise of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections, for the information of all persons likely to 
bo affected thereby; and notice is hereby given that the said draft rides will be taken 
into consideration after 90 days from the date on which the copies of the official Gazette 
containing this notification are made available to the public. 

Any Objections or suggestions which may be received from any person wiUi respect 
to the said draft rules before the expiry of the period as specified will be taken into 
consideration by the Central Government 


DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 197J. 
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2, In the Drugs and Cosmetics Rules, 1945; 

(i) in rule 142, after clause (b), the following clause shall be inserted, namely;—* 

“(b.i) the licensee shall keep records of the details of each batch of cosmetics 
manufactured by him and of raw materials used therein as per particulars 
specified in Schedule U(l) and such records shall be retained for a period 
of three years." 

(ii) after rule 145B, the following rule shall be inserted, namely:—- 

“I45C Form or order not to dispose of stocks of cosmetics*—An order in writing 
by an Inspector under clause (c) of sub-section (1) of section 22 of the 
Act requiring a person not to dispose of any stock, of cosmetics in his 
possession shall be in Form 15” 

(iii> in Schedule A, 

(a) for Form 15, the following Form shall be substituted namely:— 

‘‘FORM 15 

(See rules 54 and 145C) 

Order under section 22(1 )(c) of the Drugs and Cosmetics Act, 1940, requiring a person 
not to dispose of stock in his possession 

Whereas I have reason to believe that the stocks of drugs/Cosmetics in your possession 
detailed below contravene the provisions of section 18 of the Drugs and Cosmetics Act, 
1940; 

Now, therefore, 1 hereby require you under clause (c) of sub-section (1) of section 

22 of the said Act not to dispose of the said stock for a period o f - days 

from the date of this order. 

Date-—-Inspector 

Details of stock of drugs/cosmetics 

Inspector." 


Date- 


(b) for Form 31, the following Form shall be substituted, namely:— 

“FORM 31 
{See rule 139) 

Application for grant of renewal of a liceme to manufacture Cosmetics for sale 

1, I/We-—-—-—of-—--hereby apply for the grant/renewal of a 

licence to manufacture on the premises situated at-—-the following cosmetics;— 

2. (i) Name of the cosmetics-—-- 

(ii) Composition of the cosmetics- 

(jii) Specifications of tbe Component ingredients—-——*- J -“ 1 -* 


3. Names, qualifications and experience of technical staff employed for manufacture 
and testing--- - 


4. A fee of rupees---———has been credited to Government under the bead of 

account—---—— -—— 

Date—-—-—— 


Notes—T he application should be accompanied by a plan of the premises.”; 
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(iv) in Schedule K, item No. IS and the entries relating thereto shall be omitted; 

(v) after Schedule U, the following Schedule shall be Inserted, namely:— 

"SCHEDULE t/(I) 

(See rule 142) 

I. Particulars to be shown In the manufacturing Records. 

1. Serial number, 

2. Nam© of the product, 

3. Lot/Batch size. 

4. Lot/Batch number. 

5. Date of Commencement of manufacture and date when manufacture was completed. 

6. Names of all ingredients, quantities required for the Lot/Batch size, quantities 
actually used, 

7. Control reference number in respect of raw materials used in formulations. 

8. Reference to analytical report number. 

9. Actual production and packing particulars indicating the size and quantity of 
finished packings. 

10- Date of release of finished packing for distribution or sale. 

11, Signature of the expert staff responsible for the manufacture. 


JT. Records of Raw Materials . 

Records in respect of each raw material shall be maintained indicating the quantity 
received, control reference numbers, the quantity issued from time to time, the names and 
batch numbers of the products for the manufacture of which the said quantity of raw 
material has been issued and th c particulars relating to the proper disposal of the stocks. 


NOTE 1:—The licensing authority may permit the licensee (o maintain records in such 
manner as is considered satisfactory, provided thc basic requirements laid down above arc 
complied with. 

Note 2 :—The licensing authority may direct the licensee to maintain records for such 
additional particulars us it may consider necessary in the circumstances of a particular 
case. 1 ' 

fNo. X-11013/6/75-D&MS] 
SHRAVAN KUMAR, Jt. Secy 
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qfariT 

(wrwj fionT) 

tTfa^RT 

Tf fcwft, 17 fcqmT, 197,-) 

i^tto Ot^ 21 (w).—%RfT htut, Tffrfa-s^T nir sf'rw mwi *rfa- 

OtJTR", 1 940 ( 1940 H 23) iff GTTTT 1 2 vftX 33 3TU TTrl Wfapff HT TT>T l^ft ^ 
frqr TtifsHrm' iirifift ft? % iTm$f itt % hrr Tfafr-jw srfT stator 

*mrat fRm, 19 4 5 if tR RifrsR hri % fai <rht Rirfr 11 3m far 

th arrmf Jr mffisrf |, srenfim tfiftuRf it fTmfw%T tttt mff iff ttr- 

TTTf % fRl TllflR flRT R1 T^I | fRR% Tirfll fM iff TTRH | I 

TTTT $RRT 74 TTRff | fir faipfr % T1=T TR1 TT “4 dTTta' % 90 for % Timm fiTTl flRT 
in^TT, f IT Tiff' 1 ! ffl 3R TTs'-q iff TflTT, pSRDf Tg ufa^RT TTTfaR iff RTlft % 
TOT TT rjWsa- TTrf grtfff t f 

5 jtt frPrfe srafti iff mrrfTr if ir frnft % rir suit iff w iff iff wwr tt 
ijsm fufft mfm if am sfra, %mtr rtitt m it ffmT iRif i 

firmf n snur 

1. firm TT RT4 Rtafa-m TIT RmOT-RTRlff (mftRR) farm, 197 5 f, I 

2 . 5tWftr-im t\t tmmr marf farm, 1945 if,— 

(i) fmm, 1 4 2 if, (g-) %■ isttit fTmftrfefr ws im trot mm:— 

" 1 ) TWfRTRf, TT4 £TTT flflfTI mm 4 miff % T5W SIR % mfrr 

% mr mrff trii im tr % mjrfif 9 ( 1 ) if fsrfaffe fafafeiff 
% TWT, TIPTT 5fVr lift Tfjf^ RR IT iff TRfa TT SrfcnTrPnT fw 
TTTT I 

(ii) farm 1.45 w, % tttr fTmOrPaT fmm, tr mHn fim htcrt, 

T'-TR t— 

“145 T fTlTTf ^ 1TT14 UT ajm W RTIR 1 «p KIRI <RT SOR — fTOT 

fifTwr jttt, irftrffTqjT iff tkt 22 ^^ 1 ^ 411 ( 1 ) % (t) 

%■ wffi rq-Jf fin tit itht TT7irf3Rr%g:TTT firfr mfir if 

rjn% if iff qrrrsR' flimfr % firiff t^rt TT ttir 1 ittt 

iff TTfSTT iff if ft, HR1 1 5 Jf r>TT " 1 
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(iii) 

(«F) STO 15 % WH It fHH ' fqfad 5M TOT OT’T'IT, OTrfiJ - 

«*m is 

(Om 54 *flT 145 F 

wtafir-swi wVt srsTm* ?n*m> wftrfmn, 1940 ottt 22(1) (*r) *? wifi* 
otot wiwt «qfar *t giro wxx * v raw ot «mR * <pt<t iriot *?i sntt i 

^IT 1TO ^ OT TTTT f^E* j 

jrarw'T ^nrnfr % *air, tffafaOTstr itotsft mircft $rfsrf*m, 1940 ^ srrrr 1 s % W 

OT WTO 8R?T | ; 

ott, fr ~n srftrfwr ^ uirr 22 t"t stotti ( 1 ) % oti(f) % mffa ?m% 
'ftht | ft; m srr^r ot rnffa' it . fti - tsto 

^T &\H*\ ^ <$X | 

TTCtW . 

f^t5T«P 

wWfti-ff5JT/FFnR OTOTft aflt 

. fafiSFP l” 

(^r) 171 31 % WFT 17 fa*lfafOTr TO TOT ^rrnn, :— 

“WOT 31 

(ftm 139 

ftnw v fwt; jrmvr ?rwrt ot faPmftr v far v otjot* *tt 

«p ftrT wnf*»r • 

1. t/?*r.PriroiTTfWar srim . it 

> tott iftir ir fa farm % fcpr sj^srfa % ?t^ 5 t Hj^fartyn % ffar wrn 17m j/to% % \ 

2 (i) iitq-t irmr ot ttt i 

(ii) snrrepi iptfC ^r ?ptrt... 

(iii) ?ijft % fjrfew, , ’... .. 


1 1 t - 
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3. fafarfrl sflT % fer Prqtf^cf fTTT^V TWftTT % THT, qfcTVj 

srVr «^»r^r. 


4, 


$ i 


. ,w; qfor tot -jft4 
....% rrvmr % qnw tot *t 




jJ^liqTT 


fecqt»r:— m^rf % ?rnr nfr^n: ftrr srrf^ i" 

(iv) srj^a Jr, i 8 tftT THrftnrsrfafe<fT ?fn fw 

(v) 5T5fTf <r % T^rr^ ffTfiTftrftnr v^^fr ^rrfTT ^ ssmnfV, *nrfa :— 

“«W*<r ( 1 ) 

(f*TT*T 142 

I- wfatfwf ^ EftiE *ft wi *mfi faftifwit 

1. 9PT Tiwr 

2. SWR TT *TT*T 

3 . HR/UTT sqTTR 

4. hr/etht ?mr 

5. fT^TTW % STRIT YR cTTTO tlYr Ti? ET^ 3R (tPhtW fTT |ET I 

6. TTffT TOStff % ?TR, ^TJ/STR WFFTT % fair qf^TO, 

qqw qforo I 

7. I 

8. fWl? wm\ yi faifa 1 

9. srrfcifqTr ^erKT qR Tf^r frftrfert fqr^ #ttt <rf^r qrr wr 

q>T TOTT ^qrftcT gt I 

10. faerw qT fTTT % fat* TTTT^f%iT % fTTfaT Tt Rlffa I 

11 . fafrirfa % fan frorr jjr i’ 
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II RNT V wf»TRr 

Hcte wM rist =f'r ^wer m fRir trt *ft ^ jr^t, fR^r 

fr&rsw, frm qr ^nt qfr jt$ wi, r grpnrf % ^ttr *rk 

STR R'SqTTT fR% %PtJtW % fR(T TR RTR qrt SR RRT *TKt 

Rf rt fiTfrr %3fR54Ji^ . ufj.r fjrfvrfi-Rt sqsftm 

ft»ft 1 

few 1 -—sr^rqs srrftmft, ^farm't’Pt frfs it *rf»r#g qft 

5TW 't S%ST 3ft R^eftiTR Rwr 3THT ; ^ fV 3T 7 

RfEUrpR RTaTWR RTSffWf R STfqTRT fw RT ft I 

ff;T*r 2 .—rrtr srrfasrtt, ^^Prsi retest srfsfTR fafwrfcfr % %cr 
t<j% tt fs^r * s%ot aft ^ fr^ft fafips sra# tft 
Tfrf^«T%ff if RR?W ¥fRH l" 

[r« W 11013/6/75-^t® iriry t^o (r^oj 
np*w f irt, Rf^r 1 
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